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Immunization Schedules for HIV 

Infected Persons

• Being developed for new guidelines for 

prevention (and treatment) of opportunistic 

infections in this population

• Collaboration CDC, NIH, IDSA

• CDC requested to develop the 

immunization schedules



Existing Guidelines



New Guidelines for Prevention 

& Treatment Opportunistic Infections in 

HIV Infected Persons

• Guidelines for HIV Infected Children
– Vaccine schedules 0-6 year and 7-18 years

• Guidelines for HIV+ Adults
– Vaccine schedule adults

• Publication expected sometime in the fall but 
“living documents” which will be updated on the 
web



Approach to Developing Schedules

• Starting point: published 2007 schedules for 0-6 
years, 7-18 years and adults

• Used published ACIP recommendations for 
specific language for HIV infected persons

• Clarified footnote language, if needed, in 
discussion with CDC SMEs

• Bars: 

– 0-6 schedule: removed catch up bars

– If HIV were the high risk group, bars purple to yellow 
(routinely recommended)



Approach to Developing Schedules

• Draft schedules shared with CDC, NIH, 

IDSA working group (meeting NIH June 

25-26) 

• Presented to ACIP Harmonized Working 

Group who suggested ACIP vote 

• No plans to harmonize with AAP, AAFP



ACIP Rotavirus Vaccine Statement

• No safety or efficacy data are available for the 
adminstration of rotavirus vaccine to infants who are 
potentially immunocompromised including infants with 
HIV

• Data are insufficient from the clinical trials to support 
administration of rotavirus vaccine to infants with 
indeterminant HIV status who are born to mothers with 
HIV/AIDS

• Practitioners should consider the potential risks and 
benefits of administering rotavirus vaccine to infants with 
known or suspected altered immunocompetence



HIV Child Schedule Footnote 

• No safety or efficacy data are available for the 

administration of rotavirus vaccine to infants who are 

potentially immunocompromised including infants with 

HIV

• However, the following considerations support 

vaccination of HIV infected infants

– 1) HIV diagnosis may not be established before the age of the 

first rotavirus vaccine dose

– 2) immunosuppression is minimal in the immediate months after 

birth

– 3) Rotavirus disease could be more severe in HIV+ infants



Scientific Issues: 1
• 6,000 – 7,000 HIV exposed infants are born each year in the US. 

HIV status will not be definitively known by 6 weeks but most will 
be presumptively negative.  Only ~ 100-200 will eventually test 
positive

• Rotavirus is a ubiquitous infection in childhood

• Rotateq vaccine strain is considerably attenuated with low 
incidence of fever, other constitutional Sxs, oral shedding

• Available data suggesting rotavirus disease is not more severe in 
HIV+ infants

• Study in Malawi showed higher all cause mortality in HIV infected 
children during 4 weeks of follow up after RV illness [22% (11/50) 
vs 0% (0/61)].  Significance?

• More data are needed on disease severity in older, more 
Immunosuppressed HIV + children



Scientific Issues: 2

• OPV replicates more robustly in intestinal tract (with 
much higher shedding risk) than Rotateq and is 
considered to be safe and immunogenic in HIV+ children

– Ryder et al, J Pediatr 1993, Zaire No safety concerns, >95% 
developed protective levels to all 3 PVs

– No increased risk VAPP (Bull WHO 2003; 81: 61-70)

• No trials with rotavirus vaccine are planned for the US in 
HIV+ infants

• Issues are different in developing countries where 
numbers of HIV infected children are higher, co-
morbidities are common (especially malnutrition) and 
disease burden & mortality from rotavirus disease is high

• Trials with GSK & Merck vaccine underway/planned



HIV Child Schedule Footnote

(revised) 
• No safety or efficacy data are available for the 

adminsitration of rotavirus vaccine to infants who 
are potentially immunocompromised including 
infants with HIV

• However, the following considerations support 
vaccination of HIV infected infants
– 1) HIV diagnosis may not be established before the 

age of the first rotavirus vaccine dose.  Only 1.5% -
3% of HIV exposed infants in the US will eventually 
test HIV positive

– 2)Natural rotavirus infection does not appear to be 
more severe in HIV-infected infants

– 3) Rotateq vaccine is considerably attenuated











ACIP Vote

• ACIP approves the immunization 

schedules for HIV infected children 0-6 

years and 7-18 years

• New ACIP recommendations will be 

incorporated into the schedule after 

publication of provisional ACIP 

recommendations



Options for Rotavirus Vaccine 

Language

1. Adopt new language (with revisions as 

suggested)

2. Use exact ACIP statement language

(weigh risk and benefits)

3. Recommend that vaccine not be administered 

until safety and immunogenicity/efficacy data 

are available (remove bars from schedule)



HIV Child Schedule Footnote

(revised) 
• No safety or efficacy data are available for the 

adminsitration of rotavirus vaccine to infants who 
are potentially immunocompromised including 
infants with HIV

• However, the following considerations support 
vaccination of HIV infected infants
– 1) HIV diagnosis may not be established before the 

age of the first rotavirus vaccine dose.  Only 1.5% -
3% of HIV exposed infants in the US will eventually 
test HIV positive

– 2)Natural rotavirus infection does not appear to be 
more severe in HIV-infected infants

– 3) Rotateq vaccine is considerably attenuated



Alternative Rotavirus Language

• No safety or efficacy data are available for the 
adminstration of rotavirus vaccine to infants who are 
potentially immunocompromised including infants with 
HIV

• Data are insufficient from the clinical trials to support 
administration of rotavirus vaccine to infants with 
indeterminant HIV status who are born to mothers with 
HIV/AIDS

• Practitioners should consider the potential risks and 
benefits of administering rotavirus vaccine to infants with 
known or suspected altered immunocompetence


